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WARNING LETTER

Dear Mr. Borba:

(=N

Tissue residue reports from the United States Department of Agriculture (USDA) a
investigation of your dairy on May 20, 1998, by Food and Drug Administration
Investigator Karen L. Robles has revealed serious violations of the Federal Food, Drug, and
Cosmetic Act as follows:
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the kidney at 0.06 ppm. The tolerance level for peniciilin in the uncooked edible tissues of

). Presently, there is no tolerance level
cattie. The analysis also revealed peniciilin in
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A food is adulterated under Section 402(a)(4) of the Act "if it hag bean nrenared nackad or
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held under i samtary conditions...whereby it may have been rendered injurious to health,” As

it anplies in this case, msamtagv conditions" means that you hold animals which are ultimately
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offere d f I for slaughter as food under conditions whxch are so inadequate that medicated

animals hpn ing possibly harmful dnm reviduec are likaly ta enter the fand enimmly Ease

[+2 8383 9¢- 49 S VVRiie pUSSIiVe) alRiiiiiiel AWOiMUYS ALV LIAWLT LU Vi IV UV OU}IPIJ; I VUL

example, our investigator noted the followmg

1 Van lacrl an adanmiiate cvuetam far datermining tha rmodicatinm ctatin ~€ nalomnla srmey adCac O

i 1 VU Al il autyudis Sy Sl 100 Glicniyuliy ui€ MeGilaiion stawis Of animais you OITer 1or
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<. 10u 1aCK an agequate system I10r assuring t hat animals to which you administer medication

I S
have becn wnhheld from aughter for appropriate periods of time to deplete potentially
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3. You lack an adequate system for assuring that drugs are used in a manner not contrary to
the directions contained in their labeling.

4. You lack an adequate inventory system for determining the quantities of drugs used to
medicate your cows and calves.

You are adulterating the drug DI-METHOX soluble powder brand of sulfadimethoxine within
the meaning of Section 501(a)(5) of the Act in that it is a new animal drug within the meaning
of Section 201(v) and unsafe within the meaning of Section $12(a)(1)(B) of the Act since it is
not being used in conformance with its approved labeling. Labeling for DI-METHOX soluble
powder specifies it is for use in drinking water of dairy calves, dairy heifers, beef cattle, and
poultry. Your practice of making oral boluses using gelatin capsules filled with DI-METHOX
soluble powder for use in dairy cows is an unapproved use for which safety and efficacy has
not been proven. Creating this product constitutes manufacturing a new animal drug which
requires the submission of a New Animal Drug Application for FDA approval. Failure to
comply with the label instructions on a drug presents the likely possibility that illegal residues
will occur and makes the drug unsafe for use.

We request that you take prompt action to ensure that animals which you offer for sale as
human food will not be adulterated with drugs or contain illegal residues.
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Introducing adulterated foods into interstate commerce is a violation of Section
Act.

Causing the adulteration of drugs a
301(k) of the Act.

ter receipt in i

Within fifteen (15) days of the receipt of this letter, notify our Sacramento resident post office
in writing of the specific steps you have taken to correct these violations and preclude their
recurrence. If corrective action cannot be completed within fifteen working days, state the
reason for the delay and the time frame within which corrections will be completed. Your
response should address each discrepancy brought to your attention during the inspection and
in this letter, and should include copies of any documentation demonstrating that corrections
have been made. Please direct your reply to Karen L. Robles, Investigator, U.S. Food and
Drug Administration, 801 I Street Room 443, Sacramento, California 95814.

Sincerely yours,
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